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Patent No. 7,052,686 82 

For "Pegylated lnterleukin-10": 



Issue date: May 30, 2006 



-x 



Certificate of Correction Branch 
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P.O. Box 1450 
Alexandria, VA 22313-1450 

PETITION TO CORRECT ERRORS ON ISSUED PATENT 

Petition is hereby made under 37 CFR §§ 1 .322 to correct some errors in the 
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to claim 1. comprising mixing the mono-PEG-IL-10 with pharmaceutical^ acceptable carrier. 
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FORMS TO THIS AC OR ess. seno TO: Attention Certificate aF Corrections Branch, Commissioner for Patents, P-O- Box 1450, Alexandria, 
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tfyou nsod assistance in competing tho form, ca/f 1-e<frPTO-9199 and select option 2. 



PAGE 4I6 1 RCVD AT 6/16/2006 3:28:1 1 PM [Eastern Daylight Time] 1 SVR:USPT<ttFXRF-3J15 4 DN1S:2738300 1 CSID:908 298 5405 1 DURATION (mm-ss):02-10 



06/16/06 14:31 FAX 908 298 5405 



S CHER I NG - PLOUGH 



0005/006 



Docket Number: 



JB01337K US 



DUPLICATE 



Application No: 09/967,223 

FiSngData: 09/28/2001 wwadfer « eUln>UBl ,o«0«ao7S»« 

Express Mail Label: Via Facsimile u s Pgt8nt gntS Trademark Office; U.S. DEPARTMENT OF COMMERCE 

under the Paperwork Rcdueoon Act of 1995, no pwsona are required to respond to a collection of Ihttrmatton unless it deploys a ^O^oon^g^- 



UNITED STATES PATENT AND TRADEMARK OFFICE 
CERTIFICATE OF CORRECTION 



FILING DATE: 

PATENT NO. 

DATED 

INVENTORS) 



09/2672001 

7,052,686 B2 
05/30/2006 
LEE, Seoju 



It is certified that error appears in the above-identified patent and that said Letters Patent 
Is hereby corrected as shown below: 

10. A process for preparing a pharmaceutical composition comprising the mono-PEG-IL-1 0 according 
to claim 1. comprising mixing the mono-PEG-IL-1 0 with pharmaceutical^ acceptable carrier. 



MAILING ADDRESS OF SENDER: 



PATENT NO. 7,052,686 B2 



No. of additional COpldS 



GRANT E. REED, Rag. No. 41,26 
Spring-Plough Corporation, patent Dept. K-B-1 , 1 930 
2000 Galloping Hill Road. Kenitworth NJ 07033-0530 1 

This collection of information la requin* by 37 CFR 1.322, 1.323. and 1-324. The Irtfomwtlen la required to obtain or r*a!n a haneflt by 
(Tnd ^ ttro U^TOtopr^Bs) Bn ^^l^non. CorrfidsntiaBty » governed by 35 U.S.C 122 enc I 37 CFR 1.14. Thtt !■ 
c*r(LkB Thduding aaOiennfl, prapam^. and jubmlUJng the completed app^on term to tnc USPTO. Tima wra vary d^cndJng yp»i JJJ 
SZ^^t^r^unl of imc^ou^quirB to compteia mis form and/or suggwdflna for red^ M* ■£» ^ S o^cSmp^Sd 
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10. A process- frtr preparing a pharmaccuiival composition 
comprising ihc^o-PEG-IL-IO according lo claim 1, com- 
prising mixing Lhc mono-PEC-IL-IO with a phurmaecuii- 
cally acceptable carrier. ... ■ 

11. The mono-PEG-IHO according in claim 1. wherein 5 

lhc IL-10 is human IL-10. 

12. A pharmaceutical composition comprising lhc mono- 
PEG-IHO according 10 claim 11 and a pharmaceutical 

carrier. . , . . . 

13. The mono-PEG-IL- 10 according lo claim II. wherein 
lhc PEG molecule has a molecular weight of 12.000 or 
20.0(X) dalions- 

14. A pharmaceutical composition comprising the mono- 
PEG-IL- 10 according 10 claim 13 and a pharmaceutical 
carrier. . . 

15. A pharmaceutical composition comprising lhc mono* 
PEG-JUiO according lo claim 1 in combination with u 
pharmaceutical ly acceptable carrier. 

16. A method of treating Inflammation in an individual in 



10 



18. The process according to claim 17 wherein: 

<a> lhc reducing agent is sodium eyanohorohydride: 
th> Lhe activated PEC-aldohydc linker is PEG-propionai- 
dchyde: 

(ci the PEG is a mclhoxy-PEG: 
Ul> the linker is multi-armed; 

(e> the ratio of IL^ 10 n> the sixiium cyanonorohydride is 

from about 1:0.5 lo 1:50; 
rO lhe total molecular mass or all PEG comprising the 

PEG-aldchyde linker is from 3.000 dalions t» 60.000 

dullofts: or 

<g> lhe reacting step is performed at a pH or 5.6 lo 7.8, 

19. The process according to claim 17. wherein lhc rutin 
of IL-10 lo the sodium eyanohorohydridc is 1:5 to 1:15. 

ZD The process according to claim 17. wherein lhc total 
molecular mess of all PEG comprising the PEG-Oldehyde 
linker is from 10.000 dallon* lo 36.000 dallonn. 

21. The pnK_-ess according lo claim 17. wherein the 



16. A method ol" treating Inflammation m on individual in 2 |. The pnK_-ess according lo claim i/. wn 

need of such treatment, comprising admin i suiting to the 20 ^^jng slC p j S performed at a pH of b.3 10 7.5. 

individual a therapeutically effective amount of the pharma- 2 2, The process according 10 claim 17, further e 

ccutical composition according 10 claim 15. , a step selected Irom: 



;uu<»ui composition ^^^.-^ 

17. A process, lor preparing lhc mono-PEG-IL- 1 0 accord- 
ing lo claim 1. comprising lhc step of: 

reacting IL-10 with an activated PEG-aldehydc linker in 2? 
lhe presence of a reducing agenl lo form lhe mono- 
PEG-IL- 10 under conditions in which the linker is 
covalemly attached to one amino acid residue of lhe 
ILI0. 



:omprising 

a step selected from: 

incubating ihe mono-PEG-IL- 10 product in a buffer at pH 
5.0 10 9.0: or 

treating the mono-PEG-IL- 10 product wilh 0.0? 10 0.4 M 
hydroxylaminc HC1 sail. 
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